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EXPERTS DECLARATION UNDER 37 flF.R. & 1,131 



I, Dr. Ivo Piy-bfrl, Pb-D., dedare as follows: 

1. I am a drizea of Geanany and leside ar LaAer Weg I, 0^53547 
KoMbach, GeiTTony. I graduated ftam l&e University of Bonn whh z de^jee in Medicine in 
1992 andrrocWcdaPb.D. fi'omth^UniKerfiity of Boaain 1995. I have had over nme years of 
tiEcD eT^erieoca within die autraceiitiaJ industry, woridog for SKW Trostberg AO (now: 
Degussa AO) and its subfidi^ De^usu BioAcdves GmbH. Shoe Man±i, 1 have bee/i 
the EamitivB Vice President of B&D Dietaiy Supplemoats of Finzdberg GmbH & Co. KG, 
Germany. 

2. I liavexiad and am ^roughly iairaliarv^ the COM 
Idendfied pateoi appliosction as well as of tho itfior art rcferenoea cited in ihe applicatioti. I 
havereod andl undcntaod amended daim 13. 

3. As an cxpen m ifae field of muscle pbysiology^ I can sgree to the 
resullfi found ia nrial&ihat -vAicn Ivalthy skelflUl Tnuscle of an nntmal orluiman islicaifid with 
creahne in imu dosage form whh at least two or more daily doss of about 5 ^ of cmuine^ in 
which treaameni is begun when the animal or huizsn is confined teqporarity to bed resi, due lo 
snniB other condition that necessitates such b«d rest €ot CBverel wedcs, th^ incidence of muscle 
disuse syndroffic in Ihe heahby slceletal musda is ^gpiQcanxiy n^diiw j or avoided coizpletely 
*Mhen con^pared to Donrtreated animals or humans. 

4s PortfacnnEsrc, upon comffleocement of a physical rcbabil^on 
prograxn, after Hit teoDporvy immobflisatioo has ended, continuing creatine administraxioa 
continuing at a lower dose of about 5 g daily results in more rapid skeletal nmscl^ 
zdsjabiUtatioQ ihan skelezal muscle daax has not been treated previously with creatine according 
to tbe tezi^oraiy immobiUzatiOD treatment protocol Hius, the tx^atment protocol of the 
preseot invention allows for enhanced reiiabilitalion lastizig no longer than about one to two o 
weeks. 

5. I cQzi concur Uilb the investigated edOFects of ciEaxine sdcninisirstioD on 
skeletal muscle in individuals acconlmj to the tpaatniem protocol of the present invention, and ^ 
have fbond thai tibe skeletal musculonirc of Qia treated individuals had sigmEcantly ^eoter ^ 
body masSf ^igzuficqntly greater muscle cross-sectional area, significantly greater muscle ^ 
power output, significantly greater maximal isometzic Imeo-e^doision Torque^ and significantly 
decreased muscle lelaxBiion time, when compared to non-treated control indi v idx^ais. ^ 
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6. Funhfixi»re, I can assort the investigated efifects of administfffing 
aeaiiJDe according to the treannent protocol of the present invcnrion on muscle glycogai and 
gtucose tolerance and have foncd that after s&vcral wcelu of rehabilitation tramiAg, nmscjc 
gly^eeo conmntration was sigjglficanily Jugber when compared to non-treaied control 
individuals. 

7. It is try understaxxiinf that WO 98/00 14S disdoses the admmistration 
of cxeatiDe fat die thct^cutic osc of Lxcprovir^ xxmsde jnass, function, staroxna, ebonening the 
recovery after physical straiD after port-cpenarivc muscle atrophy, trcanncnt of heart 
conplainti, different types of tnyopathy md cacbficdc sides, I firthcr imderstand thst Pisdiel 
et aL teach a oiethod of adnunirerxng creatxna ascorbaxes for enhancing muscular 
dftvelopmmr and as o prophylacric against and treatment for ischemia and tnusoilar miophy, 
but does not spedfy a dosage wherein the amount of creatine is decreased upon trcamien% 
although Howard ct al. teach admimstering 20*30 grwns creatine per day for several days and 
thereafter dtireasing the dosage to no more than 2 to 3 grams per day. Addhlonally, I 
•undcT5tmd that XP-O0210314 (Wyafl) teaches two creatine supplement approaches: one 
continuous and the other inieraoinait ar Ugh doses, bul does not specify the creatine dose. 
Finally, 1 understand thai WO 98/00143 discloses drug preparations containing creatine for 
ucaiment of heart coxnplaints, repiratoiy deficiencies, emphysema, after operations, 
fibromyalcii ti^Opatt^, caihoctic states* or generally to oliminflte stntcs of deficiency, such as 
nucntiojDal defidoades. 

&. It is rry oplaioa that no one skilled in fiie art would have trnderstood 
the d?i^'^n^ invemion from ia& dbdosures coiftainGd b ihe above-cited prior art bee a ia g none 
of the disdosiires teaches or si^ests adminisiering creahne to ireal healthy skeletal muscle ^ 
that commences ai tb& onset of a tefl[9>otaiy immobilization period brought on by forced bed ^ 
re^ that lasts several weeks nec:essitated by another condition, and that continues a lower ^ 
dosage dutitig a physical reiiabilitanon progiBin th^ lasts no more than lea days because of the 8ii 
»nh^nf^/< T^iBhilixa£ion of the skeletal musculature. Ic4^^j all of die discbsures contained in ^ 
the abpvr^ed prior rni teach the adxninistralioQ of crefldne generBlly for a specific nmscuJar- ^ 
related disease or disorder, such as nyopath/i muscle atrophy, heart con^Iaints, ca fli waic 
stated; ischamia^ respiiazoiy de£ciencies, nutritional defidsicies, empliyscmia or fibroxnyalgia. ^ 
Addttionally, none of the disclosures leach or siiggesi the temporal parameters of | , 

adnanistrazion, ie,, creatine adnunistraiion beginning at the oonmiencement of forced led rest CO 
that tets for several weeks and continuity during tbe DfhabSKiaHon period for no longer than 
tea daya, which is a key foture of the px^ent invcnrion responsible for 4e new and 
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uncxpcmd results heretofbrre described. FurthcrniDre, the proactive treatrueat of healtiq^ 
slcdexal anisclc would not be obvious in any way from the abovo-citod pnor an tadiing? of 
rezc&voty TreatxBg conipronused nmsde 

9. I dddare Snttwr That all statemcots made herein of coy own knowledge 
are true and that these statements were made with the koowlcdge that willful false statemeDt^ 
and the like so node are punishable by fine or impnsoiunent, or hoth, under Section 1001 of. 
Tide IS of the United States Code and that such williiil false smaicem tnay jeopardize the 
validiiy of ihe appHcalion and airyr paras issxiing tbereoa 



r. Ivo Pischcl, Ph.D. 
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